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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) K Responsive to communication(s) filed on Feb 28, 2002 

2a) □ This action is FINAL. 2b) K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11; 453 O.G. 213. 
Disposition of Claims 

4) lxi Claimls) 1-61, 65-67, 71-73, 77-89, and 92-99 



4a) Of the above, claim(s) 65-67, 71-73, 92, and 93 
5)D Claimls) 



6)lx) Claim(s) 1, 4-61, 77-89, and 94-99 



7) K Claim(s) 2 and 3 

8) D Claims 



is/are pending in the application, 
is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)Q The specification is objected to by the Examiner. 



10)D The drawing(s) filed on 



is/are a) □ accepted or b)D objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 !)□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 1 19 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)Q All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) K Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121 . 
Attachment(s) 

1 i jxl Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) □ Notice of Draftsperson's Patent Drawing Review (PT 0-948) 5) Q Notice of Informal Patent Application (PTO-1 52) 

3) 0 Information Disclosure Statement(s) (PTO-1 449) Paper No(s). 6) Q Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 7 
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Claims 1-61, 65-67, 71-73, 77-89 and 92-99 are presented for examination. 

Applicants' information disclose statement filed February 1 1 , 2002 has been 
received and entered. 

Applicants' election filed February 28, 2002 in response to the restriction 
requirement of January 30, 2002 has been received and entered. The applicants elected 
the invention described in claims 1-62, 77-89 and 94-99 (Group I) with traverse. 

Applicants' traverse of the restriction requirement is not found persuasive for 
reasons of record. Therefore, the restriction requirement is hereby made Final . 

Claims 65-67, 71-73, 92 and 93 are withdrawn from consideration as being 
drawn to the non-elected invention (37 CFR 1.142(b)). 



The information disclosure statement filed February 1 1 , 2002 fails to comply 
with 37 CFR 1.98(a)(3) because it does not include a concise explanation of the 
relevance, as it is presently understood by the individual designated in 37 CFR* 1.56© 
most knowledgeable about the content of the information, of each patent listed that is 
not in the English language. It has been placed in the application file, but the 
information referred to therein has not been considered. 



Information Disclosure Statement 
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Art Unit: 1614 

Claim Objections 

Claims 2 and 3 are objected to. 

Claim Rejections ~ 35 U.S.C. § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371© of this title 
before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors 
Protection Act of 1999 (AIPA) do not apply to the examination of this application as the 
application being examined was not (1) filed on or after November 29, 2000, or (2) 
voluntarily published under 35 U.S.C. 122(b). Therefore, this application is examined 
under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre- AIPA 35 
U.S.C. 102(e)). 

Claim 1 is rejected under 35 U.S.C. 102(e) as being anticipated by Adjei et al. (E). 

Adjei et al. teach a medicinal aerosol formulation comprising a particulate 
medicament, such as formoterol, and water (see the abstract). Clearly, the cited 
reference anticipates the applicants' instant invention. Therefore, the instant invention 
is unpatentable. 
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Claim Rejections ~ 35 U.S.C. § 103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the 
prior art are such that the subject matter as a whole would have been obvious at the time the invention 
was made to a person having ordinary skill in the art to which said subject matter pertains. Patentability 
shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner 
to consider the applicability of 35 U.S.C. 103© and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 4-61, 77-79 and 94-99 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Adjei et al. (E). 

Adjei et al. was discussed above supra for its components for the formation of the 
instant invention, a pharmaceutical composition comprising formoterol and water. The 
reference teaches in column 2, lines 54-68, the other medicaments that can 
be combined with formoterol along with its suitable acid addition salts. Column 3, lines 
1-3 discloses the pharmaceutically acceptable solvates, the same as the applicants. 
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The instant invention differs from the cited reference in that the cited reference 
does not teach the applicants' preferred amounts and concentration of each individual 
component that forms the instant pharmaceutical composition. However, to determine 
amounts and concentrations of each component to get the optimum effectiveness is well 
within the level of one having ordinary skill in the art, and the artisan would have been 
motivated to determine optimum effects of each component in the absence of evidence 
to the contrary. 

Claims 1, 4-61, 77-89 and 94-99 are not allowed. 

The remaining references listed on the enclosed PTO-892 are cited to show the 
state of the art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Examiner K. Weddington whose telephone number is 
(703) 308-1235. 
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K. Weddington 
May 16, 2002 



